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Three-pronged approach to accelerate diagnostics uptake 
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Lessons learned from Xpert introduction 
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Including: 

 

 Updated guidance on selection of target 
patient groups and positioning of machines 

 Improved budgeting guidance 

 Annex of SOPs for processing extrapulmonary 
specimens 

 

WHO Policy update and Implementation Manual 



• GLI partners, including CDC, FIND, USAID, KNCV and WHO, have 
developed training modules on Xpert MTB/RIF, combining modules 
and products of FIND, KNCV and Cepheid 

• Modules: 
– Overview of TB and TB diagnostics 

– Biosafety 

– Collection and transportation of specimens 

– Supplies management 

– Installation 

– GeneXpert technology and Xpert MTB/RIF procedures 

– Results interpretation and database management 

– Recording and reporting 

– Troubleshooting 

– Maintenance 

– Clinical guide to Xpert MTB/RIF 

– Quality assurance 

  

GLI training package 

Access them here: www.stoptb.org/wg/gli/ 

Country customisation 



Training 
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User 
Clinical 
Focal point (expert “super” users) 
RTLC (regional supervisors) 
 
 
The RTLC training is intended to 
provide learners with the practical 
skills required to perform the Xpert 
MTB/RIF test assessments; at least 
50% of the RTLC training is 
practical, and includes an onsite 
supervision visit. 
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A slide set is not enough 

Adult education principles 

Selection, training (and ongoing mentoring) of trainers - teachback 

Practical, task-based approach 

Competency assessment/certification of trainers and users 

Training matched to job function 

Train the right people, design the right training 

Refresher training 

Updates, e.g. extrapulmonary TB, change in algorithm 

Online/mobile training options 

Training planning and logistics management 

 

 

Training: blending traditional and modern approaches 



Global Laboratory Initiative 

Xpert MTB/RIF Training Package -9- 
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Accurate, reliable and timely results 
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Common challenges in operationalizing QA 

• Lack of clear, standardised procedures 

• Activities done inconsistently and/or not documented 

• (on-site supervision, rechecking) 

• Activities done, no result analysis, no feedback or corrective actions (quality indicators) 

• Lack of equipment maintenance 

• Poor budgeting for QA 

• Lab and clinical quality indicators not integrated 

 



Accurate, 

reliable and 

timely 

results 

PLAN: 
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User competency assessment 

Method validation 

Instrument verification 

Quality control 

New lot testing 

External quality assurance (assessment) 

• Proficiency testing 

• Blinded re-checking 

• On-site supervision 

Monitoring quality indicators 

Overall Quality Management Systems 

approach 
  

 

Quality assurance 



Missed opportunity for corrective actions 



What does this graph show?  

Understanding data for decision-making 
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Site supervision 
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How to manage data? 

How to integrate all relevant QA data? 

Who needs what data for decision-making? 

On site-supervision: standardised checklists 

Clinical 

checklist 

SMALL DATA 

versus 

BIG DATA 



Integrated data 



How to make QA data work? 

Aim for a comprehensive tool to 
integrate data from: 

 
Site visits: non-conformities, 
corrective actions and feedback 
 
EQA results and corrective actions 
 
Monthly lab statistics (use to 
target poorly performing sites for 
on-site supervision) 
 

 

 

 

 

 

Integrated reporting 

 

  

Targeted expert supervision to individual 
labs 

 

Management and systems issues across 
labs 

 

Better feedback to labs for quality 
improvements 

Stock out of 
reagents 

Non-
conformities 

not addressed 
since last visit 

No monthly 
stats reported 

or  poor 
performance 

Supervisory visits 

Lab indicators EQA 

Control results 

Consumption 
data 
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How to measure impact?  

• to ensure uptake of recommended activities 

• To motivate for need and funding among MOH, donors and partners 

What is the cost of not doing QA? 

 

Tools to ease the reporting and data management burden and assist in 

interpretation of problems and corrective actions 

Systems approach 

Learn from laboratory –based QA programmes to expand to non-

laboratory settings 

 

Impact of doing/not doing QA 
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Who is responsible for maintenance? 

• MOH (NTP, NACP) 

• Individual facilities 

• Partners 

 

How to coordinate? 

Technical support by supplier 

Remote calibration 

Maintenance contracts versus module replacement at time of failure 

• Costing analysis 

• Service interruption 

 

 

 

Maintenance 

Pre-handover 

checklist 



Among countries, people and donors 

Funding for equipment maintenance 

What data do we have to show impact of doing / not doing 

maintenance? 

Is maintenance cost-effective? 

Maintenance culture 



Our vision for connected diagnostics to help maximize impact 

Device Management 
and Quality Assurance 
e.g., remote monitoring 

Global 

Diagnostics 

Data 

Aggregator 

Public Health 
e.g., epidemiological and 
surveillance database 
 
 

Health System 
Management 
e.g., inventory 
management systems 
 
 
 

Healthcare 
e.g., electronic medical 
records and mobile alerts 
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diagnostics 



Access to mobile technology 
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To all our partners, donors and patients…  
THANK YOU 


